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Annual Report Addendum, 2006, Facility No. 21-R-0209 
Category E Explanation-Guinea Pigs 

The Guinea Pig Maximization (Sensitization) Test is a procedure which determines the 
allergenicity of materials. This study is required by the FDA Modified ISO 10993-1 
matrix for preclinical evaluations of Class II and III medical devices. In this procedure 
an adjuvant and saline extract are injected intradermally. The adjuvant enhances the’ 
immune response and does result in lesion formation at the injection site Thes? 
lesions, ranging in size from 3mm to 20mm, are not treated due to the possible 

sensitization response. In order to determine the 
health status of these animals, daily observations are performed and animal health 
techn^al personnel evaluate the sites. Any abnormal findings are reported to the 
ending Veterinarian for assessment. During this period very few of the 2,892 guinea 

pigs used in this evaluation (defined as Category E) required additional veterinary care 
for problems related to the lesions. ^ ^ ^ uuiuuridi veierinary care 

In order to address pain and distress, the Attending Veterinarian researched analgesics 

nn?. f medication which would not affect the animals’ fluid intake was 

not availab e. The nature of the Guinea Pig Maximization Test negates the use of 

Slounhf T f ° trends and the animL exhibited weight 

gam throughout the test procedure. The animals ambulated normally and only 
vocalized when handled (as is the case with untreated guinea pigs). ^ ^ 

One animal in the Buehler Sensitization (Closed Patch) Test exhibited a score of 3 for 
erythema (which equates an intense sensitization reaction). This test is a requirement 
for surface contact medical devices in accordance with the FDA Modified ISO 10993 
t matrix. This animal was part of the semi annual positive control assessment and 

Pain relief was not used Zng me 

test procedure because site and systemic toxicity assessment negates its use. 

Four guinea pigs were used as a positive control in the Japanese Pharmacopeia 
tigenicity Test for Dextran 40. This test assesses allergenicity after multiple 
exposures to the test material. In conjunction with the test material assessment a 
positive contro using horse serum is required. A challenge is perform^ and the 
positive control guinea pigs elicit a severe allergic reaction. Immediately after the study 
the animals are euthanized. Pain relief was not used during the test procedure ^ 
because the systemic assessment negates its use. In order to reduce the number of 
animals needed for positive control assessment, the test samples were group and run 

con^h Sh teTsample“"'™' 
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Category E Explanation-Rabbits 

Nine rabbits which were catpnnnyoH in ■ 

Reactivity Test or the Prlmanr Skin titatL Test tel'" 

compliance with the ISO 10993 Blocomnatibilitv sianH required by FDA for 

evaluation, i.e. the testing of medical devices and a 

reactions are not expected Hnwpvpr oh ih associated products, significant 

procedure to provide analgesia aLr the incorporated a 

administered during the study because of 's completed Analgesia can not be 
skin. In 2 of the 96 studies pLorr^ed durinn interference with the grading of the 
Significant redness and sweC^re eS 

Two rabbits which were cateoorizpd p*; “P" \Aiara n i j. • 
which is required by FDA for assessment nf Cn Ocular irritation Test 

day study where the animals were exposed tn was a one 

caused significant redness and limited swellino thp 

during the study due to the toxicity assessmprft ^^'ni^als could not be treated 
scoring. SympLs subsideSCthfnexTdTv ^he interference with the 
was not necessary. ^ were normal) and treatment 



